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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1 .114. Applicant's submission filed on 1/6/10 
has been entered. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 2, 4, 5, 12, 14-21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Harney et al. (US Patent 6,495,318). 

This rejection is maintained essentially for the reasons set forth in the previous 
Office action, mailed 7/6/09. To recapitulate: 

Harney disclose a method of preparing a DNA vector, comprising providing at 



least two collections of nucleic acid molecules that are DNA vector fragments, wherein 
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each of the collections comprises alternative vector fragments to be included in the 
vector, wherein vector fragments within the first collection each comprise at least a first 
portion of a first vector element and a first portion of a second vector element (a first 
portion of an antibiotic resistance marker encoding gene, for instance) which first portion 
of the second vector element cannot alone provide a second vector element function 
(the function of antibiotic resistance); and vector fragments within the second collection 
each comprise a second portion of the second vector element (a second part of an 
antibiotic resistance encoding gene for instance), which second portion of the second 
vector element also cannot alone provide the second vector element function, the first 
and second portions of the second vector element being selected and the vector 
fragments being designed such that when a vector fragment from the first collection is 
ligated with a vector fragment from the second collection the second vector element 
function is reconstituted, and mixing at least one vector fragment from each collection 
with one another under linkage conditions so that a hybrid molecule in which each of the 
fragments is linked together is produced. See Figure Fig. 1 and col. 1, lines 58-col. 2, 
line 15, and see col. 17, lines 15-23). The reference discloses that the selected nucleic 
acid molecules contain at least one overhang that is complementary with an overhang 
on at least one of the other selected molecules (col. 2, lines 33-41). The reference 
discloses the further introduction of the hybrid molecule (ie vector) into a cell (see col. 
56, lines 18-23). The reference discloses that each nucleic molecule in each of said 
collections contains at least a portion of a vector element such as a promoter, 
selectable marker, replication origin, transcription terminator, etc. (Fig. 1 and column 7, 
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lines 11-26). The reference discloses admixing under ligase conditions (see col. 17, 
lines 61-65). The vector fragments contain selectable or detectable genetic units (see 
Fig. 1 ). The reference discloses said method wherein the step of admixing further 
comprises admixing an isolated nucleic acid molecule containing insert sequence (ie the 
gene of interest in Fig. 1 ). The first vector element provides a first vector element 
function, such as a promoter (Fig. 1). The reference discloses that a marker gene may 
be split between two of the components, which is reconstituted upon ligation of the two 
components (col. 17 lines 15-23). The first vector element may also be considered to be 
the half restriction enzyme site present at the left of the fragments shown in Fig. 1 , and 
thus they alone cannot provide a first vector element function i.e. a complete restriction 
site. The first portion of the first vector element may alternatively be considered the 
promoter present on the first element shown in Fig. 1 . It is noted that the specification 
defines a vector "element" as "a region of nucleic acid sequence that imparts a 
particular functional or structural characteristic upon the molecule" (page 8 of the 
specification). Furthermore, each of the fragments in Fig. 1 may be considered to 
comprise a first or second portion of a second vector element, which if nucleic acid is 
inserted between said first and second portion, would prevent creation of the "second 
vector detection element"; a vector detection element may be a particular pattern of 
nucleic acid fragments produced upon restriction, and an insertion of nucleic acids 
between two portions of the "second vector detection element" would not create said 
"second vector detection element". Furthermore, a selectable marker gene which is 
split between two components or fragments, would fail to function if interrupted by a 
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DNA fragment inserted between the two components or fragments. Therefore, the 
claims are anticipated. 

Applicants arguments have been considered but have not been found 
convincing. Applicants have argued that the reference does not disclose a "method in 
which an insert sequence prevents formation of a second vector detection element" and 
that Figure 1 does not disclose "a method in which restriction digestion an analysis of 
fragments is used to determine whether or nor not an insert detection element is 
present" (pages 6-7). However, the claims are not drawn to a method of detection of 
whether or not an insert detection element is present, but rather, are drawn to a method 
of preparing a DNA vector, comprising steps of providing certain collections of nucleic 
acid molecules and admixing said nucleic acid molecules to form a hybrid molecule. 
While the claims recite that certain elements are "detection elements", it is maintained 
that the elements disclosed in the reference can be considered "detection elements", 
since they could be detected by restriction fragment analysis. The reference does 
disclose a method of preparing a DNA vector, and Fig. 1 shows the elements that are 
utilized. Further, regarding applicant's arguments that "In this configuration [Harney's], 
the vector would ligate only if an insert was present. A second vector detection element 
would never form in the absence of an insert sequence because the ends between the 
portions of the element would not be compatible according to Harney's design". 
However, there appears to be no limitation in the instant claims reciting that the ends of 
particular elements are not compatible. Therefore, the applicant's arguments are not 
found convincing. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANCY VOGEL whose telephone number is (571 )272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571 ) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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